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This SOP can be used as a template for a biobank to draw upon and adapt to develop their specific SOP. When
adopting this SOP please reference CTRNet.

1.0

2.0

3.0

PURPOSE

Participants consent to donate biospecimens to the biobank and allow access to their clinical records for
future research. The specifics of future research are often not known at the time of consent. Often the
biobank would like to collect additional information which may not be available in a participant medical
record such as lifestyle factors, environmental and occupational exposure. A biobank may need to have
procedures in place to collect this information.

SCOPE

This standard operating procedure (SOP) covers the procedures that should be in place within the
biobank to request additional information from the participant or to ethically obtain this additional
information from participant medical records if possible.

REFERENCE TO OTHER CTRNET REQUIRED OPERATIONAL PRACTICES (ROPs),
POLICIES OR SOPs

3.1 CTRNet Biobanking Policy

3.2 CTRNet Standard Operating Procedure: SOP 02.005 Participant Recruitment and Obtaining
Informed Consent

3.3 CTRNet Standard Operating Procedure: SOP 02.002 Developing and Revising Consent Forms
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4.0

5.0

6.0

7.0

ROLES AND RESPONSIBILITIES

This SOP applies to all qualified biobank clinical and research personnel involved in biobanking and
specifically that are involved in requesting additional survey information. This may include the following
personnel:

Biobank Personnel Responsibility/Role

Biobank Manager, Director, or Principal Determining that additional information would be of value

Investigator or Designated Trained and determining a process to obtain it.

Personnel

Research Ethics Board (REB) Reviewing and approving any requests, if necessary, that
may be made to collect or access additional information.

MATERIALS, EQUIPMENT AND FORMS

The materials, equipment and forms listed below are recommendations only and may be substituted by
alternative/equivalent products more suitable for the site-specific task or procedure.
e Documented Informed Consent Form

e Current ethical guidelines

e Request for additional information

DEFINITIONS

See the CTRNet Program Glossary: http://www.ctrnet.ca/glossary

PROCEDURES

Biobanks should strive to collect and store relevant clinical data associated with a biospecimen to
maximize their use for current, future and longitudinal studies. In practice, given finite resources and
different priorities between biobanks, the extent of this data may vary for different types or sets of
biospecimens.

7.1 Maintenance of Identifying and Contact Information
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7.1.1

7.1.2

Biobanks should maintain the ability to securely store identifying information and contact
information for biospecimens as permitted under law and by participant consent to enable
biospecimen use for longitudinal studies or outcome research.

Ensure that participant privacy is guarded and this information does not reach individuals not
authorized to access it.

7.2 Procedures to Request Additional Information

7.2.1

7.2.2

7.2.3

7.2.4

7.2.5

All requests for additional survey information must be approved by the Research Ethics Board
(REB) on a case-by-case basis. Ensure that ethics protocols are appropriately updated with
any additional information (e.g. clinical, lifestyle) not previously included.

Determine if this additional information can be accessed from participant records or if
participant contact is required.

Contact the participant only if there is no alternative way to derive the needed information.
The right to re-contact should be first verified from the original consent form and re-contact
only initiated if the participant has consented to future contact (See CTRNet SOP 02.002
Developing and Revising Consent Forms).

If participant re-contact is necessary, determine the best method of contact and establish a
documented procedure to obtain required additional information (e.g. outcome data,
additional clinical data, lifestyle data, medical history). Include a clear rationale for collecting
additional information and specify the value it will bring to the research.

Only dedicated personnel that are specially trained should submit this request or contact
participants.

8.0 APPLICABLE REFERENCES, REGULATIONS AND GUIDELINES

8.1 Declaration of Helsinki
https://www.wma.net/wp-content/uploads/2024/10/DoH-0ct2013.pdf

8.2 Tri-Council Policy Statement 2; Ethical Conduct for Research Involving Humans; Medical Research
Council of Canada; Natural Sciences and Engineering Council of Canada; Social Sciences and
Humanities Research Council of Canada.
https://ethics.gc.ca/eng/documents/tcps2-2022-en.pdf

8.3 Best Practices for Repositories I. Collection, Storage and Retrieval of Human Biological Materials for
Research. International Society for Biological and Environmental Repositories (ISBER).
https://www.isber.org
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9.0 APPENDICES

None

10.0 REVISION HISTORY

SOP Dat.e Author Summary of Revisions
Number revised
2.1.003 e1.0 | Aug 2008 Jdsh Initial release
2.1.002 1.0 | Feb 2012 CMG e Grammatical and formatting updates throughout.
e Section 1: minor edits
e Section 7.0: Opening paragraph revised
e Section 7.2: #3, Added “The right to re-contact should be
addressed in the original consent form (See CTRNet
SOP Developing and Revising consent forms)”
e Reference links updated
e Definitions removed
e Updated SOP references
e Revision History moved to bottom
2.1.002 3.0 | Jan 2026 TT e Boiler plate text added
e New definitions and terminology defined (see introduction
to SOPs document)
e References updated
e Grammatical and formatting throughout
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